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DETAILED ACTION 

Claim Rejections - 35 (JSC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

Claims 1-3 are rejected under U.S.C. 102(b) as being anticipated by Nafisi-Movaghar et 
al (USPN 5912363). 

Claims 1-3 are drawn to proanthocyanidin obtained from edible plant or an edible plant 
derived material, wherein the edible plant-derived material is an apple or grape. 

Nafisi-Movghar et al teach (abstract; column 9, examples 1-3) the isolation of 
proanthocyanidins from grape seeds. This disclosure renders the instantly claimed 
proanthocyanidin compounds anticipated. 

Claims 6-8 are rejected under U.S.C. 102(b) as being anticipated by Ariga et al (USPN 
4797421). 

Claims 6-8 are drawn to compositions comprising proanthocyanidin. 
Ariga et al teach (col. 13-22, claims 1-4) compositions containing proanthocyanidins. 
These compositions anticipate the compositions of claims 6-8. 
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Claim Rejections - 35 USC § 112 

The following is a.quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 6-8 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for treatment of enterotoxin type bacterial infectious diseases, does not 
reasonably provide enablement for prevention of enterotoxin type bacterial infectious diseases. 
The specification does not enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to use the invention commensurate in scope with these claims. 

A conclusion of lack of enablement means that, based on the evidence regarding each of 
the factors below, the specification, at the time the application was filed, would not have taught 
one skilled in the art how to make and/or use the full scope of the claimed invention without 
undue experimentation. 

(A) The breadth of claims 

(B) The state of the prior art 

(C) The amount of direction provided by the inventor 

(D) The existence of working examples and 

(E) The quantity of experimentation needed to make or use the invention based on the 
content of the disclosure 

The breadth of the of the claims 

Claims 6-8 are drawn to compositions for the treatment and /or prevention of 
diphtheria, pertussis, tetanus and opportunistic infection comprising as an effective 
ingredient proanthocyanidin, treatment and/or prevention of enterotoxin type bacterial 
infectious disease and treatment and/or prevention of cholera, botulinus and diarrhea. 
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The scope of the claims is seen to include the administration of proanthocyanidin to a 
healthy person, and the subsequent exposure to conditions which would cause the said 
diseases, wherein the said compound prevents said exposure from manifesting itself in 
the subject exposed. 
The state of the prior art 

The prior art cited by the applicants disclose treatment for bacterial infections. 
However, there is no disclosure of potential bacterial infection preventive activity of the 
compounds seen in the prior art. The prior art appears to be silent with regard to 
preventive procedures recognized by skilled artisans in the field. 
The amount of direction provided by the inventors 

The instant specification is not seen to provide enough guidance that would allow 
a skilled artisan to extrapolate from the disclosure and the examples provided to enable 
the use of the said compounds to prevent the said bacterial infectious diseases. The 
specification also fails to direct the skilled artisan in correlative prior art procedures 
which might provide the basis for an advance in treating the said diseases which induces 
prevention of the said diseases. 
The existence of working examples 

The working example set forth in the instant specification is drawn to data 
involving rat. The skilled artisan in this field would not extrapolate the preventive 
efficacy of the compounds claimed or the use of the same in preventive methods from 
just this example provided. The disclosure does not show the prevention of the said 
diseases. 
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The quantity of experimentation needed to make or use the invention based on the 
content of the disclosure 

Indeed, in view of the information set forth, the instant disclosure is not seen to be 
sufficient to enable prevention of the said diseases with the compounds set forth in the 
claims. A skilled artisan would not extrapolate the preventive efficacy from the results 
disclosed for the examples in rats, set forth in the instant specification. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 4, 5, 9,10, and Hare rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 4, 5, 9,10 and 1 1 are drawn to an ADP-ribosylation inhibitor wherein 
proanthocyanidin is extracted with at least one solvent, the proanthocyanidin is purified by 
adsorption on an anionic exchange resin, a composition for the treatment and/or prevention of 
enterotoxin type bacterial infectious disease, extraction of proanthocyanidin with a solvent and 
purification of the proanthocyanidin. 

Claim 4 recites extraction of proanthocyanidin with at least one solvent selected from 
water, an alcohol, an ester and a ketone. The word 'and' after ester in the claim renders the claim 
indefinite. It is not clear whether the applicants mean one solvent selected from water, an 
alcohol, an ester in combination with a ketone, or just the ester and a ketone combination, or they 
mean at least one solvent selected from water, an alcohol, an ester or a ketone. 
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Claims 5 and 1 1 recite the purification of proanthocyanidin using a styrene type 
adsorption resin, an anionic exchange resin, an octadecyl-chemically binding type silica gel, an 
octyl-chemically binding type silica gel, a phenyl chemically binding type silica gel and silica 
gel. The term "type" in claims 5 and 1 1 is a relative term that renders the claims indefinite. The 
term "type" is not defined by the claim, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be reasonably 
appraised of the scope of the invention. It is also not clear if all of these resins and gels should be 
used in succession in the purification process or just one of them is enough. The claim also ends 
with " and a silica gel." It is not clear if silica gel should be used in combination with any of the 
other resins and gels mentioned in the claim or silica gel is one of the adsorption gels to be used 
by itself in the purification process. 

Claim 10 recites the treatment and/or prevention of enterotoxin type bacterial infectious 
disease wherein proanthocyanidin is the one extracted with at least at least one solvent selected 
from water, an alcohol, an ester and a ketone. The claim ends with "and a ketone". This makes it 
unclear whether the ketone should be used in combination with water an alcohol and an ester or 
it is one of the solvents that could be used by itself, or if the ester and ketone are used in 
combination. 

Claim 9 recites the limitation "said edible plant or edible plant-derived material". There is 
insufficient antecedent basis for this limitation in the claim. Claim 9 depends on claim 7 which 
(claim 7) does not recite edible plant or edible plant-derived material in the claim. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ganapathy Krishnan whose telephone number is 703-305-4837. 
The examiner can normally be reached on 8.30am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 703-308-4532. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-305-3014 for regular 
communications and 703-305-3014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1235. ^ 
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